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Status 
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2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) H Claim(s) 1-3,6-29 and 32-45 is/are pending in the application. 

4a) Of the above claim(s) 7-9 and 33-45 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

Q)M Claim(s) 1-3.6.10-29 and 32 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) H The specification is objected to by the Examiner. 

10) [3 The drawing(s) filed on 19 October 2001 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 13 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 
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The oath or declaration is defective. A new oath or declaration in 
compliance with 37 CFR 1.67(a) identifying this application by application 
number and filing date is required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because the typed name of the in- 
ventor on page 3 is "Martin T. Martin", whereas the signature under it and 
all of the communication concerning this application lists the inventor as 
"Mark T. Martin", which is apparently correct. The application is listed in 
our computer files as being filed by "Martin T. Martin". 

Applicant's election with traverse of Group I, claims 1-16 and 27-33 
and the specie "introducing a chemical moiety to said target molecule" in the 
reply filed on 3/2/05 is acknowledged. The traversal is on the ground (s) 
that: 

(1) Group I is. generic to Groups I II -VI I, with III -VII being species 
of Group I. "Groups III-XII" (sic, III-VII) define "the type of chemical 
modification (e.g. by linking, by modulating the activity, by deactivating, 
etc) ". 

(2) "[T]he methods of Groups III-VI all relate to the use of a catal- 
ytic antibody (claimed in Group I, see e.g. Claim 17). ..and also falls within 
the scope of generic claim 1". 

(3) "The method of Group VII merely specifies the type of chemical 
modification including [sic, included?] within the scope of generic claim 1 
(Group I). ..[the group] specifies that the type of chemical modification of a 
target molecule is an attachment of a label". 

(4) Applicant previously attempted to elect the species of Group III 
but were informed in the action mailed 11/26/04 that this had not been listed 
as a species in the restriction requirement but rather the species of claims 
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6 and 7. In applicant's reply filed 3/2/05 it is stated that the restriction 
requirement is traversed "for the same reasons indicated in their Response of 
October 7, 2004". The examiner construes the argument from this argument 
concerning election of species to be in the last paragraph of page 3 through 
the second paragraph of page 4, namely that "[u]nder 37 CFR 1.141, a generic 
claim, if allowed, may link a reasonable number of species embraced thereby" 
and that "[e]ven if the examiner rejects the generic claims, and even if the 
applicant cancels the same and admits that the genus in unpatentable, where 
there is a relationship disclosed between species, such disclosed relation 
must be discussed and reasons advanced leading to the conclusion that the 
disclosed relation does not prevent restriction, in order to establish the 
propriety of restriction. (See MPEP 808.01(a))." 

(5) The examiner has not established a prima facie showing that there 
would be a serious burden upon the examiner to examine all the groups because 
the methods are closely related and "each of claims 1-16, 27-33 and 34-45 
[Group I and III -VII] relate to methods falling within the scope of generic 
claim 1".. Further "it is likely that the same Examiner would be in charge of 
the divisional applications, but... [he] would have to conduct a duplicate, re- 
dundant art search for the divisional applications". 

(6) Because "of the GATT legislation limiting the term of a patent to 
twenty years form its effective filing date, the delay in the examination of 
the non-elected claims likely would result in the patent term for these 
claims being unnecessarily shortened". 

This is not found persuasive because: 

(1) The claims of Groups I II -VIII are not species of Group I. The 
chemical modifications listed supra are in claim 6, which is part of group I. 

(2) Claim 17 is in group II, not group I as applicant indicates. The 



Application/Control Number: 10/039,471 Page 4 

Art Unit: 1652 

claims of groups III-VI do not depend from claims in either group I or II, 
but even if these groups relate to the use of the catalytic antibody of group 
II , as stated in the restriction requirement "the product as claimed can be 
used in a materially different process such as to modify a target not associ- 
ated with treating a disease' 7 . That is all that is required for a proper 
restriction. 

(3) As stated in the restriction requirement, Group VII is separate 
and distinct because if modifies the target molecule be attaching a label and 
none of the other groups do this. 

(4) The apparent argument against an election of species recites 37 
CFR 1.141, which states that a reasonable number of species be "may be speci- 
fically claimed in different claims in one national application, provided the 
application also includes an allowable claim generic to all the claimed spe- 
cies and all the claims to species in excess of one are written in dependent 
form (§1.75) or otherwise include all the limitations of the generic claim". 
In this case a generic claim has not been indicated as allowable. 

(5) It is maintained that there would be a serious burden upon the 
examiner to examine all of the groups. Not only are the groups classified in 
different classes and subclasses, but different issues are involved in exam- 
ining each groups such as 35 USC § 101 and 112 issues. For example the treat- 
ment claims involve determining if the treatment has been successfully shown 
to treat the indicated disease. Therefore the examiner would have different 
issues to be decided in each application. 

(6) The length of a patent issued from an application is not a consi- 
deration of the examiner if the restriction was done according to the rules. 
Applicants can always file divisional application without waiting to see the 
disposition of the parent application. 
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Claims 7-9 and 33 are not deemed to read on the elected species of "in- 
troducing a chemical moiety to said target molecule" and therefore will not 
be examined. After reading the instant specification and the instant amend- 
ment to the claims, the examiner will examine claims 1-3, 6, 10-2 9 and 32, 
which include most of Groups I and II. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 7-9 and 33-45 and claims drawn to the invention of Group I not 
limited to the indicated specie are withdrawn from further consideration pur- 
suant to 37 CFR 1.142(b), as being drawn to a nonelected invention, there be- 
ing no allowable generic or linking claim. Applicant timely traversed the re- 
striction (election) requirement in the reply filed on 10/13/04 and 3/2/05. 

The disclosure is objected to because of the following informalities: 
On page 38, Table 2, "10 g/mL" is in both the second and third columns 
with slightly different results shown. This is not understood. Are these 
perhaps two experiments using 10 g/ml? This is not stated in the specifica- 
tion. An explanation is required. 

Appropriate correction is required. 

Claims 6, 11, 13, 14, 18, 22 and 32 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out 
and distinctly claim the subject matter which applicant regards as the 
invention. 

Claims 6 and 32 are confusing in that they contain species other than 
the one elected for prosecution. 

Claim 11 is indefinite in the recitation of "claim 4", which claim has 
been cancelled. 
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Claims 13 and 22 are confusing and indefinite in the recitation of 
"(a)" on line 7 and "step (c)" on line 8. Apparently the recitation on line 
7 should be "(c)". 

Claim 14 is confusing and indefinite in the recitation of "pre-selec- 
ted". It is not clear what this pre-selection entails nor what it is "pre" 
to. 

Claim 18 lacks antecedent basis for "method of claim 18". Claim 18 is 
drawn to a catalytic antibody, not a method. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 1-3, 6, 10-29 and 32 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claims 
contains subject matter which was not described in the specification in such 
a way as to enable one skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and/or use the invention. 

The specification discusses placing a p-lactam antibiotic onto a biolog- 
ically active molecule using a catalytic antibody. The instant claims are 
much broader, drawn to "modifying a biologically active target molecule com- 
prising contacting the target molecule with a catalytic antibody capable of 
chemically modifying said target molecule...under conditions sufficient for 
said catalytic antibody to modify said target molecule". Although the speci- 
fication contains many general discussions about antibiotic resistance, the 
characteristics of various biologically active proteins and various models 
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for analyzing various disease conditions and molecules, there is not a single 
example of a catalytic antibody being made and/or isolated in the specifica- 
tion. Therefore it is maintained that one of ordinary skill in the art would 
not be taught how to make such a catalytic antibody, or if in fact such an 
antibody could be made, without undue experimentation. While it is acknow- 
ledged that working examples are not required for enablement, such examples 
are greatly preferred. Without such examples the ordinary artisan would not 
know exactly how to make the antibodies, especially since such antibodies 
have apparently not been previously been made. One or ordinary skill in the 
art would not know what to use as a hapten to make such catalytic antibodies. 

The specification teaches that one way a catalytic antibody can be made 
is to use a human phage antibody display library can be panned against the 
antibiotic-target protein conjugate and the resulting subset then subjected 
to high throughput screening and directed evolution. It is not understood 
exactly. how this will produce catalytic antibodies. Apparently applicant en- 
vision using a conjugate of a protein and antibiotic and screening this 
against a phage display, and this will produce a catalytic antibody. The 
specification does not teach even one instance of this ever having been done 
nor what the results would be. Therefore it is maintained that one of ordi- 
nary skill in the art would not know how to make the catalytic antibodies us- 
ing this procedure. The claims also are drawn to using "in vivo selection, 
and high throughput screening" (claim 11) and "immunizing an animal with a 
hapten resembling a combining site of said target molecule, alone or in com- 
bination with an agent used to chemically modify said target molecule" (claim 
12). The in vivo selection is further spelled out in claim 13. It is main- 
tained that the specification does not teach the ordinary artisan to perform 
all of these methods without undue experimentation. 
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Claims 1-3, 6, 10-29 and 32 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specifi- 
cation in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor (s) , at the time the application was filed, had posses- 
sion of the claimed invention. 

As discussed supra, the specification does not teach that a single 
catalytic antibody has ever been produced using the method of the instant 
claims. Therefore, one of ordinary skill in the art would conclude, after 
reading the instant specification, that the catalytic antibodies according to 
the instant claims had not been made nor the methods of the instant claims 
had not been performed. Without some teaching that applicant possessed the 
instant invention at the time of filing, it is maintained that the written 
description requirement has not been met. 

Fiers v. Sugano 25 USPQ 1601 (Fed. Cir. 1993) states that " [a]n ade- 
quate written description of a DNA requires more than a mere statement that 
it is part of the invention and reference to a potential method for isolating 
it; what is required is a description of the DNA itself". University of Cal- 
ifornia v. Eli Lilly 43 USPQ2d 1398 (Fed. Cir. 1997) states that the patent 
specification did not provide a written description of the invention, even 
though it may have provided an enabling disclosure. The description provided 
"only a general method for obtaining the human cDNA..along with the amino acid 
sequences of human insulin A and B chains". It did not provide an written 
description in that it does not describe human insulin cDNA. 

Therefore it is maintained that the instant specification did not pro- 
vide a written description of the claimed invention such that one of ordinary 
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skill in the art would conclude that the inventor had possession of the in- 
vention at the time of filing. 



The following is a quotation of the appropriate. paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in 
this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or 
described in a printed publication in this or a foreign country, before the 
invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published 
under section 122(b), by another filed in the United States before the 
invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international 
application filed under the. treaty defined in section 351(a) shall have the 
effects for purposes of this subsection of an application filed in the 
United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English 
language. 



Claims 1-2, 6, 17-18, 27-29 and 32 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Schochetman, et al . (A) . The instant reference 
teaches the catalysis of a chemical reaction with a catalytic antibody. One 
of the reactions taught is the cleavage of o-nitropenyl-|3-D=galactoside, anot- 
her teaching is the production of porphobilinogen, the production of L-tryto- 
phan and the cleavage of RNA. 



Claims 1-3, 6, 11-12, 17-21, 27-29 and 32 are rejected under 35 U.S.C. 
102(b) as being anticipated by Davis, et al. (B) . Davis et al . teach the 
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production of catalytic antibodies by phage display that will cleave pro- 
teins. Therefore the antibody introduces a water molecule into the protein. 

Claims 1-2, 6, 11-12. 17-18, 20-21, 27-28 and 32 are rejected under 35 
U.S.C. 102(a or b) as being anticipated by Tanaka, et al . (U) . Tanaka, et 
al. teach selecting by phage display a catalytic antibody that modifies ampi- 
cillin by introducing a chemical moiety into the ampicillin, namely two hy- 
drogen molecules. The pharmaceutically acceptable carrier is water or buf- 
fer. 

Claims 1-3, 6, 17-19, 27-29 and 32 are rejected under 35 U.S.C. 102 (b 
or e) as being anticipated either of Landry (C) , Blackburn (V) or Shuster, 
et . al . (W) . 

Landry teaches the production of a catalytic antibody that cleaves co- 
caine. Blackburn also teaches a catalytic antibody that cleavages cocaine 
and on that cleaves a prodrug. Shuster, et al . teach a catalytic antibody 
that cleaves DNA. In each instance a water molecule is introduced into the 
molecule. The pharmaceutically acceptable carrier is water or buffer. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Charles. L. Patterson, Jr., PhD, whose 
telephone number is 571-272-0936. The examiner can normally be reached on 
Monday - Friday from 7:30 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Pormathapura Achutamurthy, can be reached on 571-272- 
0928. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status informa- 
tion for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free) . 




Charles 
Primary Examiner 
Art Unit 1652 

Patterson 
May 2, 2005 



